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DETAILED OFFICE ACTION 

Applicant's amendment filed on 07 December 2007 is acknowledged and entered. 
Following the amendment, claims 23 and 42-44 are amended. 

Currently, claims 23-35 and 42-44 are pending and under consideration. 

New Matter Rejection 

The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claim 44 remains rejected under 35 U.S.C. 1 12, first paragraph, as containing subject 
matter which was not described in the specification in such a way as to reasonably convey to one 
skilled in the relevant art that the inventor(s), at the time the application was filed, had 
possession of the claimed invention, for the reasons of record set forth in the last Office Action 
mailed on 07 August 2007, at page 2. 

Applicants argument filed on 07 December 2007 has been fully considered, but is not 
deemed persuasive for the reasons below. 

On the page beginning with "REMARKS" of the response, the applicant argues, citing 
paragraph 41 of the specification, that a lack of protein digestion would be a direct consequence 
of low fecal chymotrypsin, which would therefore lead one to understand that a protein 
deficiency is present in these individuals. This argument is not persuasive because, while low 
fecal chymotrypsin may indicate insufficient protein digestion, which can cause protein 
deficiency, a lack of protein digestion is not the same as protein deficiency in scope. For 
example, insufficient protein intake also can cause protein deficiency. Claim 44 is directed to a 
method of treating protein deficiency in an autistic patient, wherein the protein deficiency is not 
required to be necessarily or only associated with the lack of protein digestion. Therefore, the 
claim, as written, encompassed a broader scope, which is not fully supported by the present 
disclosure. 
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This is a new matter rejection. 



Double Patenting Rejections: 

The nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified or 
improper timewise extension of the "right to exclude" granted by a patent and to prevent possible 
harassment by multiple assignees. A nonstatutory obviousness-type double patenting rejection 
is appropriate where the conflicting claims are not identical, but at least one examined 
application claim is not patentably distinct from the reference claim(s) because the examined 
application claim is either anticipated by, or would have been obvious over, the reference 
claim(s). See, e.g., In re Berg, 140 F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re 
Goodman, 1 1 F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 
USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re 
Vogel, All F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) or 1.321(d) may 
be used to overcome an actual or provisional rejection based on a nonstatutory double patenting 
ground provided the conflicting application or patent either is shown to be commonly owned 
with this application, or claims an invention made as a result of activities undertaken within the 
scope of a joint research agreement. 

Effective January 1, 1994, a registered attorney or agent of record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee must fully comply with 37 CFR 
3.73(b). 

Claims 23, 42 and 43 remain rejected on the ground of nonstatutory obviousness-type 
double patenting as being unpatentable over claims 1 and 7 of U.S. Patent No. 6,632,429, for the 
reasons of record set forth in the last Office Action mailed on 07 August 2007, at pages 3-4. 

Applicants indicate, on the page beginning with "Double Patenting Rejection", that 
applicant reserves the right to file a terminal disclaimer to overcome the rejection prior to 
allowance. Until such a time, the rejection is maintained. 



Rejections under 35 U.S.C. 112: 

The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 
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Claims 23-35 and 42 remain rejected and the new claim 43 is rejected under 35 
U.S.C. 1 12, first paragraph, because the specification, while being enabling for claims limited in 
scope to a method for treating an individual having an autistic disorder having decreased fecal 
chymotrypsin levels, does not reasonably provide enablement for claims to a method for treating 
autictic individuals having an "abnormal" fecal chymotrypsin level (claims 23 and 42, for 
example). The specification does not enable any person skilled in the art to which it pertains, or 
with which it is most nearly connected, to use the invention commensurate in scope with the 
claims, for the reasons of record set forth in the last Office Action mailed on 07 August 2007, at 
pages 4-5. 

Applicants argument filed on 07 December 2007 has been fully considered, but is not 
deemed persuasive for the reasons below. 

On the page beginning with "Double Patenting Rejection" of the response, the applicant 
argues that the specification states "...normal levels of chymotrypsin are deemed to lie above 8.4 
U/gram, whereas pathologically abnormal levels are deemed to lie below 4.2 U/gram", and 
"chymotrypsin levels between 8.4 U/gram and 4.2 U/gram are considered equivocal" (paragraph 
41); that it is understood by those skilled in the art that abnormal fecal chymotrypsin levels are 
characterized by low or decreased levels of fecal chymotryspin; and that the fecal chymotrypsin 
test as a standard medical test, has no upper limit of normal, thus all levels above 8.4 are 
considered normal. This argument is not persuasive because elevated fecal chymotrypsin levels 
have been indications of pathological conditions. For example, as evidenced by Rogers ("No 
more heartburn: Stop the pain in 30 days - Naturally", (2000), page 172), a high (fecal) 
chymotrypsin level can indicate the presence of abnormal bugs in the gut, gluten intolerance 
(wheat, oats, rye, and barley antigens), food allergies, and pancreatic malfunction. Therefore, it 
is incorrect that abnormal fecal chymotrypsin levels are characterized only by low or decreased 
levels of fecal chymotryspin, and applicants argument that all levels above 8.4 are considered 
normal is unsound. 



Rejections Over Prior Art: 
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The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 23-35 and 42-43 remain rejected under 35 U.S.C. 103(a) as being unpatentable 
over Beck et al. (US6,020,3 10, provided by applicants), and further in view of Sipos 
(US4,079,125), for the reasons of record set forth in the last Office Action mailed on 07 August 
2007, at pages 4-5. 

Applicants argument filed on 07 December 2007 has been fully considered, but is not 
deemed persuasive for the reasons below. 

On the page beginning with "According to the MPEP" of the response, the applicant 
argues that while Beck discloses that a certain subset of children with autism have 
gastrointestinal dysfunction, there are no values of the measured chymotrypsin in the '310 patent; 
that the Horvath publication (provided by applicants previously) states that the enzyme activities 
of all the children examined were within normal limits, and the three children who were outlined 
both in the '310 patent and in the Horvath paper had normal chymotrypsin levels, therefore, it 
would not clear to one of ordinary skill in the art that low levels of fecal chymotrypsin or the 
administration of digestive enzymes would be beneficial to a child with autism. This argument is 
not persuasive because "[A]ll disclosures in reference patent must be evaluated, including 
nonpreferred embodiments; a reference is not limited to the disclosure of specific working 
examples." In re Mills, 470 F.2d 649, 651, 176 USPQ 196, 198 (CCPA 1972). In the instant 
case, although the examples with limited number of patients in the '310 patent and the Horvath 
reference do not show decreased chymotrypsin levels in the autistic patients, as addressed in the 
last Office Action, Beck expressly teaches that there is high prevalence of gastrointestinal 
abnormalities including inflammation in the esophagus, digestive enzyme deficiencies in children 
with autistic behavior, which supports a relationship between the presence of gastrointestinal 
dysfunctions and autism, and indicates that patients with chronic, non-infectious diarrhea with 
unclear etiology were analyzed by the full upper GI work-up including biopsies for histology 
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measurement of the digestive enzymes of the small intestine and the pancreas (including 
chymotrypsin). Therefore, it would be instantly clear to one of ordinary skill in the art that some 
of autistic patients have digestive enzyme deficiencies, which can be determined by experimental 
measurement. Further, applicants argument (that there are no values of the measured 
chymotrypsin in the '310 patent, and the three children who were outlined both in the '310 patent 
and in the Horvath paper had normal chymotrypsin levels) is less relevant because it is well 
established in the art that autism is an entirely behavioral diagnosis with no largely understood 
etiologies and no population-wide biomarkers. Therefore, not all autistic patients would 
necessarily show decreased chymotrypsin levels. In fact, applicants own data demonstrated the 
very same result, i.e., some autistic children showed decreased chymotrypsin levels, whereas 
others did not. What is important is that the prior art had already established such: the high 
prevalence of GI abnormalities including, among others, digestive enzyme deficiencies in certain 
subgroup of autistic patients, which is incorporated in the present invention. 

On the page beginning with "protecting the biological activity ..." of the response, the 
applicant argues that the Sipos patent is directed to a composition of matter, and it is not directed 
at giving digestive enzymes to an individual based on low chymotrypsin levels, nor is it based on 
any clinical patient work; that while determination of dosage would be in the composition of 
matter, it was not contemplated directing those toward autism; that prior to applicants invention, 
digestive enzymes were only allowed by FDA for CF and chronic pancreatitis, and nowhere was 
the need for the protease portion of the enzyme composition. This argument is not persuasive 
because it is irrelevant whether Sipos' composition of digestive enzymes is made for a specific 
condition because the composition is the same, and a composition of matter is not usually made 
for a specific condition. It is usually the dosage, which may vary depending upon a given 
specific condition, and can be determined by one having ordinary skill in the art within the scope 
of sound medical judgment once the method of treatment is known or obvious. Therefore, such 
determination does not constitute novel inventive concept. Further, the examiner is unaware of 
that digestive enzymes were only allowed by FDA for CF and chronic pancreatitis, and it is less 
relevant because the standards for FDA are not applicable for the determination of patentability. 
Furthermore, even if 'it were relevant, it is instantly clear to one of ordinary skill in the art what 
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both CF and chronic pancreatitis have in common is digestive enzyme deficiency, and the simple 
fact is that digestive enzymes are for digestive enzyme deficiency. Furthermore, given the fact 
that protease is one of the three digestive enzymes, and that chymotrypsin is one of the digestive 
enzymes that can be and should be analyzed in autistic patients (as indicated by Beck), there is 
every reason to include the protease portion of the enzyme in the composition for treating 
digestive enzyme deficiency in the autistic patients with lowered chymotrypsin level based on 
experimental determination. 

Applicants further argue, on the same page and the following page of the response, that 
obviousness cannot be established by combining prior art to produce the claimed invention 
absent some teaching of suggestion supporting the combination, the mere fact that the prior art 
may be modified in the manner suggested by an examiner does not make the modification 
obvious unless the prior art suggested the desirability of the modification; and that it would not 
have been prima facie obvious for one with ordinary skill in the art to combine the inventions of 
Beck and Sipos in order to formulate the present invention. In response to applicant's argument 
that there is no suggestion to combine the references, the examiner recognizes that obviousness 
can be established by combining or modifying the teachings of the prior art to produce the 
claimed invention where there is some teaching, suggestion, or motivation to do so found either 
in the references themselves or in the knowledge generally available to one of ordinary skill in 
the art. See In re Fine, 837 F.2d 1071, 5 USPQ2d 1596 (Fed. Cir. 1988) and In re Jones, 958 
F.2d 347, 21 USPQ2d 1941 (Fed. Cir. 1992). In this case, Beck expressly teaches that there is 
high prevalence of gastrointestinal abnormalities including, among others, digestive enzyme 
deficiencies in children with autistic behavior; and Sipos teaches digestive enzyme-containing 
compositions including pancreastic enzymes such as the proteases, which can be administered to 
an enzyme deficient patient. Therefore, it is instantly obvious to a person having ordinary skill 
in the art to use Sipos's digestive enzyme-containing compositions for the treatment of the 
autistic children with the digestive enzyme deficiencies as taught by Beck. Supplemental 
therapy for specific deficiencies is notoriously known, well established and widely practiced in 
the art, therefore, it is obvious to combine the teachings of Beck and Sipos for the treatment as 
claimed. 
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No claim is allowed. 
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Advisory Information: 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the mailing 
date of this final action. 

Any inquiry concerning this communication should be directed to Dong Jiang whose 
telephone number is 571-272-0872. The examiner can normally be reached on Monday - Friday 
from 9:30 AM to 7:00 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Gary Nickol, can be reached on 571-272-0835. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 



/Dong Jiang/ 

Primary Examiner, Art Unit 1646 

2/28/08 



